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DETAILED ACTION 

This action is in response to the amendment filed May 9, 2005. All of the 
amendments have been thoroughly reviewed and entered. The previous 
rejections in the Office action mailed on 1 1/8/2004 are withdrawn in view of the 
amendment, and the following Examiner's amendment. 



EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the 
changes and/or additions be unacceptable to applicant, an amendment may be 
filed as provided by'37 CFR 1 .312. To ensure consideration of such an 
amendment, it MUST be submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone 
interview with James Daly on July 22, 2005. 

The claims have been amended as follows: 

9. (Currently amended) A recombinant retroviral vector system comprising: 
a) A recombinant vector wh i ch undergo e s promoter convers i on comprising, 

(i) a 5' long terminal repeat region comprising the structure U3- 
R-U5; 

(ii) one or more coding sequences, said sequences being 
inserted into the body of the vector outside of the 5' and a 3' 
long terminal repeat regions, wherein at least one sequence 
encodes for at least one therapeutic antimicrobial peptide, 
wherein the antimicrobial peptide is selected from the group 
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consisting of: melittin, cecropin, magainin, a preform thereof, 
a preproform thereof, a biologically active analogue thereof 
having antimicrobial activity, and a combination thereof; and 
(iii) a 3' long terminal repeat region comprising a completely or 
partially deleted U3 region, wherein said deleted U3 region 
is replaced by a polylinker sequence which comprises at 
least one unique restriction site and at least one insertion of 
a heterologous DNA fragment^ wh i ch eae wherein the 
heterologous DNA fragment regulates the expression of at 
least one of the coding sequences of said vector, and 
comprises at le ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 
wherein after infection of a target cell, sat4 the U3 region of said 5' 
long terminal repeat region is replaced by said partial l y d ele t e d U3 
r e g i on comprising said hetero l ogous DNA fragment polylinker 
seouence . resulting in at least one of said coding sequences 
becoming operatively linked to said heterologous DNA fragment 
and said heterologous DNA fragment regulating the expression of 
at least one of said coding sequences in said target cell; and 
(b) a packaging cell line harboring at least one retroviral construct 
coding for proteins required for said r e trov i ra l recombinant vector to 
be packaged. 



11. (Currently amended) A retroviral particle produced by the recombinant 
retroviral vector system according to Claim 9 aft e r transf e ct i ng the 
packaging c el l li n e with th e r e trov i ra l v e ctor . 



14. 



(Currently amended) A method for introducing nucleotide sequences into 
an isolated cell population comprising infecting the cell population with the 
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retroviral particle according to Claim 11_ r e comb i nant r e trov i rus e s 
produc e d by th e r e comb i nant r e trov i ra l v e ctor syst e m accord i ng to C l a i m 
9. 

20. (Currently amended) A mRNA of a retroviral provirus produced by 
infection of target cells with a recombinant retroviral particle from a 
recombinant retroviral vector system comprising: 

(a) a recombinant vector wh i ch und e rgo e s promot e r conv e rs i on 
comprising, 

(i) a 5' long terminal repeat region comprising the structure U3- 
R-U5; 

(ii) one or more coding sequences, said sequences being 
inserted into the body of the vector outside of the 5' and a 3' 
long terminal repeat regions, wherein at least one sequence 
encodes for at least one therapeutic antimicrobial peptide, 
wherein the antimicrobial peptide is selected from the group 
consisting of: melittin, cecropin, magainin, a preform thereof, 
a preproform thereof, a biologically active analogue thereof 
having antimicrobial activity, and a combination thereof; and 

(iii) a 3' long terminal repeat region comprising a completely or 
partially deleted U3 region wherein said deleted U3 region is 
replaced by a polylinker sequence which comprises at least 
one unique restriction site and at least one insertion of a 
heterologous DNA' fragment^ which ean wherein the 
heterologous DNA fragment regulates the expression of at 
least one of the coding sequences of said vector, and 
comprises at l e ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 

wherein after infection of a target cell, said the U3 region of said 5' 
long terminal repeat region is replaced by said partia ll y d o l o t o d U3 
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r e g i on compris i ng said h e t e ro l ogous DNA fragm e nt polvlinker 
sequence , resulting in at least one of said coding sequences 
becoming operatively linked to said heterologous DNA fragment 
and said heterologous DNA fragment regulating the expression of 
at least one of said coding sequences in said target cell; and 
(b) a packaging cell line harboring at least one retroviral construct 
coding for proteins required for said r e trov i ra l recombinant vector to 
be packaged. 

21. (Currently amended) A RNA produced by a recombinant retroviral vector 
wh i ch und e rgo e s promot e r conv e rs i on wherein said vector comprises, 

(a) a 5' long terminal repeat region comprising the structure U3-R-U5; 

(b) one or more coding sequences, said sequences being inserted into 
the body of the vector outside of the 5' and a 3' long terminal repeat 
regions, wherein at least one sequence encodes for at least one 
therapeutic antimicrobial peptide, wherein the antimicrobial peptide 
is selected from the group consisting of: melittin, cecropin, 
magainin, a preform thereof, a preproform thereof, a biologically 
active analogue thereof having antimicrobial activity, and a 
combination thereof; and 

(c) a 3' long terminal repeat region comprising a completely or partially 
deleted U3 region wherein said deleted U3 region is replaced by a 
polylinker sequence which comprises at least one unique restriction 
site and at least one insertion of a heterologous DNA fragment,. 
which ea« wherein the heterologous DNA fragment regulates the 
expression of at least one of the coding sequences of said vector, 
and comprises at le ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 

wherein after infection of a target cell, said the U3 region of said 5' long 
terminal repeat region is replaced by said part i a ll y de le t e d U3 reg i on 
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compr i sing — sa\4 — hotoro l ogous — DNA fragm e nt polvlinker sequence , 
resulting in at least one of said coding sequences becoming operatively 
linked to said heterologous DNA fragment and said heterologous DNA 
fragment regulating the expression of at least one of said coding 
sequences in said target cell. 

26. (Currently amended) An isolated non-human host cell infected with a 
virion according to Claim 1 1 . 

27. (Canceled) 

28. (Canceled) 

30. (Canceled) 

31. (Canceled) 
34-40. (Canceled) 
46-48. (Canceled) 
52. (Canceled) 

55. (Currently amended) A recombinant retroviral vector wh i ch und e rgo e s 
promot e r conv e rs i on comprising, 

(a) a 5' long terminal repeat region comprising the structure U3-R-U5; 

(b) one or more coding sequences, said sequences being inserted into 
the body of the vector outside of the 5' and a 3' long terminal repeat 
regions, wherein at least one sequence encodes for at least one 
therapeutic antimicrobial peptide, wherein the antimicrobial peptide 
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is selected from the group consisting of: cecropin, SB-37, Shiva-1, a 
preform thereof, a preproform thereof, a biologically active analogue 
thereof having antimicrobial activity, and a combination thereof; and 
(c) a 3' long terminal repeat region comprising a completely or partially 
deleted U3 region wherein said deleted U3 region is replaced by a 
polylinker sequence which comprises at least one unique restriction 
site and at least one insertion of a heterologous DNA fragment^ 
wh i ch oaft wherein the heterologous DNA fragment regulates the 
expression of at least one of the coding sequences of said vector, 
and comprises at lea st one or more elements selected from the 
group consisting of: regulatory elements and promoters, 
wherein after infection of a target cell, sai4 the U3 region of said 5' long 
terminal repeat region is replaced by said part i a ll y doloted U3 reg i on 
compr i sing — said — h e t e ro l ogous — DNA fragm e nt polylinker sequence , 
resulting in at least one of said coding sequences becoming operatively 
linked to said heterologous DNA fragment and said heterologous DNA 
fragment regulating the expression of at least one of said coding 
sequences in said target cell. 

60. (Currently amended) A recombinant retroviral vector system comprising: 
(a) a recombinant vector wh i ch — und e rgo e s promot e r conv e rs i on 
comprising, 

(i) a 5' long terminal repeat region comprising the structure U3- 
R-U5; 

(ii) one or more coding sequences, said sequences being 
inserted into the body of the vector outside of the 5' and a 3' 
long terminal repeat regions, wherein at least one sequence 
encodes for at least one therapeutic antimicrobial peptide, 
wherein the antimicrobial peptide is selected from the group 
consisting of: cecropin, a preform thereof, a preproform 
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thereof, a biologically active analogue thereof having 
antimicrobial activity, and a combination thereof; and 
(iii) a 3' long terminal repeat region comprising a completely or 
partially deleted U3 region wherein said deleted U3 region is 
replaced by a polylinker sequence which comprises at least 
one unique restriction site and at least one insertion of a 
heterologous DNA fragment, which ea* wherein the 
heterologous DNA fragment regulates the expression of at 
least one of the coding sequences of said vector, and 
comprises at le ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 
wherein after infection of a target cell, sate the U3 region of said 5' 
long terminal repeat region is replaced by said part i a l ly d ele t e d U3 
r e g i on compr i sing said h e t e rologous DNA fragm e nt polylinker 
seguence . resulting in at least one of said coding sequences 
becoming operatively linked to said heterologous DNA fragment 
and said heterologous DNA fragment regulating the expression of 
at least one of said coding sequences in said target cell, 
(b) a packaging cell line harboring at least one retroviral construct 
coding for proteins required for said r e trov i ra l recombinant vector to 
be packaged. 



61. (Canceled) 



62. (Currently amended) A retroviral particle produced by the recombinant 
retroviral vector system according to Claim 60 aft e r transf e ct i ng the 
packaging co ll l in e with th e r e trov i ra l v e ctor system . 



65. 



(Currently amended) A method for introducing nucleotide sequences into 
an isolated cell population comprising infecting the cell population with the 
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retroviral particle according to claim 62 r e combinant r e trov i rus e s produc e d 
by th e r e comb i nant r e trov i ra l v e ctor syst e m according to C l a i m 60 . 

70. (Currently amended) A mRNA of a retroviral provirus produced by 
infection of target cells with a recombinant retroviral particle from a 
recombinant retroviral vector system comprising: 

(a) a recombinant vector which und e rgo e s promot e r conversion 
comprising, 

(i) a 5' long terminal repeat region comprising the structure U3- 
R-U5; 

(ii) one or more coding sequences, said sequences being 
inserted into the body of the vector outside of the 5' and a 3' 
long terminal repeat regions, wherein at least one sequence 
encodes for at least one therapeutic antimicrobial peptide, 
wherein the antimicrobial peptide is selected from the group 
consisting of: cecropin, a preform thereof, a preproform 
thereof, a biologically active analogue thereof having 
antimicrobial activity, and a combination thereof; and 

(iii) a 3' long terminal repeat region comprising a completely or 
partially deleted U3 region wherein said deleted U3 region is 
replaced by a polylinker sequence which comprises at least 
one unique restriction site and at least one insertion of a 
heterologous DNA fragment, wh i ch ea* wherein the 
heterologous DNA fragment regulates the expression of at 
least one of the coding sequences of said vector, and 
comprises at l e ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 

wherein after infection of a target cell, sa& the U3 region of said 5' 
long terminal repeat region is replaced by said part i ally de l otod U3 
reg i on compris i ng sa i d hetero l ogous DNA fragm e nt polylinker 
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sequence , resulting in at least one of said coding sequences 
becoming operatively linked to said heterologous DNA fragment 
and said heterologous DNA fragment regulating the expression of 
at least one of said coding sequences in said target cell; and 
(b) a packaging cell line harboring at least one retroviral construct 
coding for proteins required for said r e trov i ra l recombinant vector to 
be packaged. r 

71. (Currently amended) A RNA produced by a vector which undergo e s 
promoter conversion wherein said vector comprises, 

(a) a 5' long terminal repeat region comprising the structure U3-R-U5; 

(b) one or more coding sequences, said sequences being inserted into 
the body of the vector outside of the 5' and a 3' long terminal repeat 
regions, wherein at least one sequence encodes for at least one 
therapeutic antimicrobial peptide, wherein the antimicrobial peptide 
is selected from the group consisting of: cecropin, a preform 
thereof, a preproform thereof, a biologically active analogue thereof 
having antimicrobial activity, and a combination thereof; and 

(c) a 3' long terminal repeat region comprising a completely or partially 
deleted U3 region wherein said deleted U3 region is replaced by a 
polylinker sequence which comprises at least one unique restriction 
site and at least one insertion of a heterologous DNA fragment,. 
which ean wherein the heterologous DNA fragment regulates the 
expression of at least one of the coding sequences of said vector, 
and comprises at le ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 

wherein after infection of a target cell, sate the U3 region of said 5' long 
terminal repeat region is replaced by said partially d ele t e d U3 reg i on 
compris i ng — said — h e tero l ogous — DNA fragm e nt polylinker seouence . 
resulting in at least one of said coding sequences becoming operatively 
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linked to said heterologous DNA fragment and said heterologous DNA 
fragment regulating the expression of at least one of said coding 
sequences in said target cell. 

75. (Currently amended) An isolated non-human host cell infected with a 
virion according to Claim 62. 

79. (Currently amended) A recombinant retroviral vector wh i ch undergoes 
promot e r conv e rs i on comprising, 

(a) a 5' long terminal repeat region comprising the structure U3-R-U5; 

(b) one or more coding sequences, said sequences being inserted into 
the body of the vector outside of the 5' and a 3' long terminal repeat 
regions, wherein at least one sequence encodes for at least one 
therapeutic antimicrobial peptide, wherein the antimicrobial peptide 
is selected from the group consisting of: melittin, cecropin, 
magainin, a preform thereof, a preproform thereof, a biologically 
active analogue thereof hav i ng — antim i crob i a l — act i v i ty having 
antimicrobial activity, and a combination thereof; and 

(c) a 3' long terminal repeat region comprising a completely or partially 
deleted U3 region wherein said deleted U3 region is replaced by a 
polylinker sequence which comprises at least one unique restriction 
site and at least one insertion of a heterologous DNA fragment,. 
wh i ch eaft wherein the heterologous DNA fragment regulates the 
expression of at least one of the coding sequences of said vector, 
and comprises at le ast one or more elements selected from the 
group consisting of: regulatory elements and promoters, 

wherein after infection of a target cell, sai4 the U3 region of said 5' long 
terminal repeat region is replaced by said part i a ll y d ele t e d U3 reg i on 
compr i sing — said — h e t e ro l ogous — DNA fragm e nt polylinker sequence , 
resulting in at least one of said coding sequences becoming operatively 
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linked to said heterologous DNA fragment and said heterologous DNA 
fragment regulating the expression of at least one of said coding 
sequences in said target cell. 

- Conclusion 

Claims 9, 11, 12, 14, 15, 20, 21, 22, 26, 55, 60, 62-65, 70-72, 75, and 79 
are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Q. Janice Li whose telephone number is 
571-272-0730. The examiner can normally be reached on 9:30 am - 7 p.m., 
Monday through Friday, except every other Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Dave T. Nguyen can be reached on 571 -272-0731 . The 
fax numbers for the organization where this application or proceeding is assigned 
are 571-273-8300. 

Any inquiry of formal matters can be directed to the patent analyst, 
Dianiece Jacobs, whose telephone number is (571) 272-0532. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images 
that can .be viewed in the Patent Application Information Retrieval system (PAIR) 
can now contact the USPTO's Patent Electronic Business Center (Patent EBC) 
for assistance. Representatives are available to answer your questions daily 
from 6 am to midnight (EST). The toll free number is (866) 217-9197. When 
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calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the 
specific nature of the problem. The Patent Electronic Business Center will notify 
applicants of the resolution of the problem within 5-7 business days. Applicants 
can also check PAIR to confirm that the problem has been corrected. The 
USPTO's Patent Electronic Business Center is a complete service center 
supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history 
information. It also enables applicants to view the scanned images of their own 
application file folder(s) as well as general patent information available to the 
public. 

For all other customer support, please call the USPTO Call Center (UCC) 
at 800-786-9199. 
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